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	 Pharmacy and Therapeutics Committee Meeting Record

Date:  8/17/07       Time:  9:00 a.m. – 5:00 p.m.       Location:  3232 Elder Street, Conference Room D
Moderator:  Don Norris, M.D.
Committee Members Present:  Phil Petersen, M.D.; Thomas Rau, M.D.; William Woodhouse, M.D.; Donald Norris, M.D.; Tami Eide, PharmD;  Michelle Miles, PA-C; and Rick Sutton, RPh; Andrew Olnes, M.D; Stan Eisele, M.D
Others Present: Rex Force, PharmD; Steve Liles, PharmD; Bob Faller, Rachel Strutton
Committee Members Absent: Catherine Gundlach, PharmD 


	AGENDA ITEMS
	PRESENTER
	OUTCOME/ACTIONS

	CALL TO ORDER   
	Don Norris, M.D.
	Dr. Norris called the meeting to order.

	Committee Business

· Roll Call and Introduction of new P&T member Andy Olnes, M.D.

· Reading of Confidentiality Statement

· Approval of Minutes from April 20, 2007 Meeting

· Key Questions

· DUR Review

	Don Norris, M.D.

Don Norris, M.D.

Don Norris, M.D.
Tami Eide, PharmD
Rex Force, PharmD
	Dr. Norris introduced Dr. Andy Olnes, a psychiatrist who will serve as the Committee’s Mental Health Drug expert.
Dr. Norris read the Confidentiality Statement
 There were no corrections.  Minutes were approved as published.
Dr Eide presented these key questions from the Drug Effectiveness Review Project:

· Drugs for Alzheimer’s Disease 
· Controller Medications for Asthma 
· Newer Drugs for the Treatment of Diabetes Mellitus  

· Long-Acting Opioid Analgesics 
Comments from the Committee will be forwarded to the Center for Evidence-based Policy.

Rex Force, PharmD, presented the results of the DUR study on ophthalmic antibiotics.  Dr. Force reviewed the use of ophthalmic antibiotics for acute bacterial conjunctivitis.  Dr. Force also went over DUR activities, educational materials, methods and trends from this study.  Results showed that 54.8% of patients receiving ophthalmic antibiotics had a coded diagnosis of acute bacterial conjunctivitis and 13% was for fluoroquinolone use.  Conclusions of the review showed that Idaho Medicaid total claims and costs for ophthalmic fluoroquinolones are increasing.  Ophthalmic fluoroquinolone are the most prescribed antibiotics for acute bacterial conjunctivitis.  Questionnaire responses indicate prescribers prefer fluoroquinolones for severe infections, treatment failures, or to improve compliance.



	Public Comment Period
	Don Norris, M.D.


	 Nineteen people signed up to speak during the public comment period.  Public comment was received from the following speakers:
Speaker

Representing

Agent

Class

Dr. William Terry
Self
Strattera
Stimulants and related agents
Carry Crill
Self
Strattera/Lexapro
SSRIs; Stimulants and related agents
Dr. Grant Belnap
Self
Lexapro
SSRIs
Toni Sparks
Self
Strattera/Lexapro
SSRIs; Stimulants and related agents
Bert Jones
GlaxoSmithKline
Valtrex
Antivirals
Dr. Michael Applebaum
Self
Daytrana
Stimulants and related agents
Dr. David Hadcock
Self
Strattera
Stimulants and related agents
Kathy Garrett
Self
Mental Health Drugs in general
Casey Zollinger
Merk
Emend
Antiemetics
Brian Morrow

Dermik, Sanofi-Aventis
Penlac

Antifungal, Topical

Chris Johnson, Pharm.D.
Self
Levaquin
Fluroquinolones
Ester Liu
Eli Lilly
Strattera
Stimulants and related agents
Elson Kim
Forest Research
Lexapro
 SSRIs
Adam Sosa
Ortho McNeal Janssen
Levaquin
Fluroquinolones
Adam Sosa
Ortho McNeal
Janssen
Concerta
Stimulants and related agents
Adam Shprecker
Schering-Plough
Avelox
Fluroquinolones
Fred Amberger
Novartis
Famvir
Antivirals
Fred Amberger
Novartis
Focalin XR
Stimulants and related agents
Lynn Whiting
ID Federation of Families
Mental Health drug access
Gregg Bakke
Alcon Labs
Vigamox
Fluroquinolones, ophthalmic
Sue Hieneman
Pfizer
voriconazole
Antifungal, Oral


	Drug Class Review

· Antidepressants, SSRIs
· Antiemetics
· Antifungals, Oral
· Antifungals, Topical
· Antivirals
· Cephalosporins & Related Antibiotics
· Fluroquinolones, Oral

	Steve Liles, PharmD
Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD


	Antidepressants, SSRIs
Dr. Liles stated that this class was last reviewed August 2006.  Dr. Liles reviewed clinical trial data.  He noted the FDA labeling changes to include the risks of increased suicidal thinking and behavior within the age groups of 18 to 24 years of age.  He also reviewed the ACOG advisory statement recommendations for use of SSRIs during pregnancy that states paroxetine should be discontinued if possible when patients become pregnant.  Dr. Liles also reviewed three meta analyses.
Antiemetics

Dr. Liles stated that this class was last reviewed August 2006.  Dr Liles reviewed the addition of two (2) Cannabinoids in this class since it was last reviewed, Dronabinol (Marinal) and nabilone (Cesamet).  Both agents are reserved for breakthrough episodes and second line treatment.  Dr. Liles reviewed the side effects of these new drugs, the drug interactions and the precautions.
Antifungals, Oral

Dr. Liles stated that this class was last reviewed August 2006.  There is one (1) new drug in this class, posaconazole (Noxafil).  Dr. Liles reviewed five (5) clinical trials and two (2) systematic reviews.
Antifungals, Topical

Dr. Liles stated that this class was last reviewed August of 2006. There are no new agents in this class.  Dr. Liles reviewed one (1) new clinical trial.
Antivirals

Dr. Liles stated that this class was last reviewed August 2006.  There are no new agents in this class.  Dr. Liles reviewed two (2) new clinical trials and systematic reviews for Oseltamivir and Zanamivir.  FDA labeling changes include a potential risk for neuropsychiatric events for Oseltamivir.  
Cephalosporins & Related Antibiotics

Dr. Liles stated that this class was last reviewed August 2006.  There are no new agents in this class.  Omnicef (cefdinir) and Cefzil (cefproxil) are now available generically.  Loracarbef was removed from the US market in 2007 by the manufacturer. This removal was not related to any safety issues.  Dr. Liles also reviewed the CDC 2007 revised recommendations for the treatment of gonorrhea that states cephalosporins are now the preferred method of treatment.
Fluroquinolones, Oral

Dr. Liles stated that this class was last reviewed August 2006.  Cipro XR is now available generically.  Gemifloxicin (Factive) has a new indication for a five (5) day course of treatment for CAP and has been rejected for treatment of sinusitis.

	Drug Class Reviews Continued
· Macrolides/Ketolides
· Opthalmic Fluroquinolones
· Stimulants and Related Agents

· Hepatitis B Agents

Drug Class Review Updates

· Incretin Mimetics/Enhancers

· Tiotropium (Spireva)


	Steve Liles, PharmD
Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD


	Macrolides/Ketolides

Dr. Liles stated that this class was last reviewed August 2006.  There are no new agents in this class.  There has been labeling changes to Telithromycin with indications for acute sinusitis and acute exacerbation of chronic bronchitis removed from its approved labeling.   
Opthalmic Fluroquinolones
Dr. Liles stated that this class was last reviewed August 2006. There are no new agents in this class.  Dr. Liles reviewed one (1) new clinical trial.
Stimulants and Related Agents

Dr. Liles stated that this class was last reviewed August 2006.  There is one (1) new drug in this class, Daytrana.  With an indication  for ADHD in patients over six years of age,  Daytrana is a patch that is worn nine (9) hours daily.  Dr. Liles reviewed three (3) clinical reviews; one (1) retrospective review and one (1) meta-analysis.
Hepatitis B Agents

Dr. Liles stated that this is the first review of this class.  HBV vaccine is a universal vaccination and is recommended for infants and unvaccinated children.  The oral agents in this class are adeforvir (Hepsera), which is available in tablet form 10mg; entecavir (Baraclude), which is available in tablet form 0.5mg, 1mg and oral solution 0.05mg/ml; lamivudine (Epiver HBV), which is available in tablet form 100mg and in oral solution 5mg/ml; telibivudine (Tyzeka), which is the newest drug in this class is available in tablet form 600mg.  Dr. Liles reviewed the FDA indications for subpopulations; the warnings as well as the adverse events. 
Incretin Mimetics/Enhancers

Dr. Liles stated that this class had a full clinical review in April 2007.  Januvia and Janumet are the newest agents in this grouping. Dr. Liles reviewed three (3) clinical trails and one (1) meta analysis as an update. 
Tiotropium (Spireva)

Dr. Liles stated that this class was reviewed as part of the anticholeneric bronchodilator class in June 2007.  Dr. Liles reviewed the specifics of the tiotropium studies at the Committee’s request. 


	Committee Clinical Discussions and Conclusions
	Don Norris, MD
	Antidepressants, SSRIs

The Committee felt that the evidence did not support differences in efficacy or effectiveness.  They felt that even though there was significant public comment support for Lexapro, its superiority was not supported by data.  They felt recent safety data supported Paxil/paroxetine not being a good choice for the PDL.
Antiemetics

The Committee did not feel there was any new evidence that supported the need to make any changes to their recommendations for this class at this time.  They did voice concern for the lack of data in pregnancy.
Antifungals, Oral

The Committee did not feel the need to make any changes to their recommendations for this class at this time.  They felt that poslaconazole had a specific niche in therapy and the Department should monitor its utilization.
Antifungals, Topical

The Committee felt that there was no new compelling evidence to make any changes to their recommendations for this class at this time.

Antivirals
The Committee felt that there was no new compelling evidence to change our current recommendations. 

Cephalosporins & Related Antibiotics

The Committee felt that there was no new clinical evidence for efficacy, effectiveness or safety to support changes in the PDL at this time. 
Fluroquinolones, Oral

The committee did not feel that the data shows any superiority for Levaquin over Avelox. Therapeutically there is no compelling evidence to make a change at this time, but the convenience, accessibility and continuity of care issues offer some justification for having Levaquin available.
Macrolides/Ketolides

The Committee felt that there was no new evidence to support a change with the macrolides, but that the safety issues with Ketex were compelling to further limit its use.
Opthalmic Fluroquinolones
The Committee felt that there was no evidence to support differences in the agents, but information from  the DUR study, dosing convenience and limitations set by school policy should be taken into account.
Stimulants and Related Agents

The Committee recommended keeping the current Strattera criteria should remain, but to clarify the criteria to read “a high risk of substance abuse as determined by the provider.”  The Committee recommended no other changes for this class at this time.

Hepatitis B Agents

The committee felt that this was a class that we should rely on the subspecialists to make decisions on which agents to use when.


	Closed Executive Session


	Paul Leary, Medicaid Senior Bureau Chief
	Drug class cost models were reviewed and recommendations made as follows by the committee.
ACE Inhibitors
· The Committee recommended that Altace®, Aceon®, benazepril, benazepril/HCTZ , captopril, captopril/HCTZ, enalapril, enalapril/HCTZ, fosinopril, fosinopril/HCTZ,  lisinopril, lisinopril/HCTZ, quinapril and quinapril/HCTZ  be designated as preferred agents.

· The Committee recommended that moexipril, moexipril/HCTZ and trandolapril be designated as non-preferred agents and require further prior authorization.

· Brand name drugs of preferred generics will still require prior authorization. 

· The Committee recommended that the Department re-evaluate when new CMS Federal Upper Limit prices are published in January 2008.

ADHD Drugs

· The Committee recommended that Adderall® XR, amphetamine salt combo, Concerta®, dextroamphetamine, Focalin®, Focalin® XR, Metadate® CD, methylphenidate and methylphenidate ER be designated as preferred agents.

· The Committee recommended that Daytrana®, Desoxyn®, Provigil®, Ritalin® LA  and Strattera® be designated as non-preferred and require additional prior authorization. 

· The Committee recommended that the current therapeutic prior authorization guidelines for diagnosis and contraindications remain in effect.

Alzheimer Agents

· The Committee recommended that Aricept®, Aricept ODT® be designated preferred for mild to severe dementia ratings and Exelon® be designated as preferred agents for mild to moderate dementia ratings.

· The Committee recommended that Cognex®, Razadyne® and Razadyne ER® be designated as non-preferred agents and require prior authorization.

· The Committee recommended that Namenda® be designated as a preferred agent for moderate to severe dementia ratings.

· The Committee recommended that the current therapeutic prior authorization criteria continue to be required.

Androgenic Agents

· The Committee recommended that Androderm® and Androgel ® be designated as preferred agents.

· The Committee recommended that Testim® be designated as a non-preferred agent and require prior authorization.

Anticholenergic Bronchodilators

· The Committee recommended that Atrovent HFA ® metered dose inhaler, Combivent®  metered dose inhaler, ipratropium nebulizer solution and  Spiriva Handihaler® inhalation powder be designated as preferred  agents..

· The Committee recommended that Duoneb® inhalation solution be designated as a non-preferred agent and require prior authorization.

SSRI Antidepressants

· The Committee recommended that, citalopram, fluoxetine, fluvoxamine, and sertraline be designated as preferred agents.

· The Committee recommended that Lexapro®, paroxetine, Pexeva®, Paxil CR®,  Prozac® Weekly, and Sarafem®  be designated as non-preferred and require prior authorization.

· The Committee recommended that all individuals currently on Lexapro®, paroxetine, and Paxil CR® be “grandfathered.”

· Brand name drugs of preferred generics would still require prior authorization.

Oral Antiemetics

· The Committee recommended that Zofran® and Zofran ODT ® be designated as preferred agents.

· The committee recommended that Anzemet®, Emend®, Kytril® and ondansetron generic be designated as non-preferred agents.

· The Committee recommended that current therapeutic prior authorization criteria remain in effect for all of these agents.

Oral Antifungals

· The Committee recommended that clotrimazole, fluconazole, ketoconazole, and nystatin be designated as preferred agents. 

· The Committee recommended that Ancobon®,griseofulvin suspension, Grifulvin® V tablets, Gris-Peg®, itraconazole , Lamisil® , Noxafil® and Vfend® be designated as non-preferred and subject to therapeutic prior authorization criteria.

· Brand name drugs of preferred generics will still require prior authorization.

Topical Antifungals

· The Committee recommended that clotrimazole/betamethasone, ketoconazole shampoo, Naftin®, nystatin, and nystatin/triamicinolone be designated as preferred agents.

· The Committee recommended that ciclopirox cream and suspension, econazole , Ertaczo®,  Exelderm® , ketoconazole cream, Loprox® gel and shampoo, Mentax® , Oxistat®, Penlac®, Xolegel® and Vusion® be non-preferred.

· Brand name drugs of preferred generics would still require prior authorization.

· The Committee recommended no changes to the current Penlac® prior authorization criteria.

Anti-Parkinson agents

· The Committee recommended that benztropine,  carbidopa/levodopa, Kemadrin® , Requip®, selgiline, StalevoTM and trihexyphenidyl be designated as preferred agents.

· The Committee recommended that Azilect ®, Comtan® , Mirapex® , Parcopa®, pergolide , Tasmar® and Zelapar® be designated as non-preferred agents and require prior authorization. 

· The Committee recommended that current Mirapex® patients be “grandfathered”.

Antivirals

· The Committee recommended that acyclovir, amantadine, ganciclovir, Tamiflu®, Valcyte®, and Valtrex® be designated as preferred agents.

· The Committee recommended that Famvir®, Relenza® and rimantadine be designated as non-preferred and require further prior authorization.

· Brand name drugs of preferred generics would still require prior authorization.

Atopic Dermatitis

· The Committee recommended that both Elidel® and Protopic® be designated as preferred agents.

Beta-Agonist Bronchodilators

· The Committee recommended that albuterol CFC metered dose inhaler, albuterol HFA metered dose inhaler, albuterol inhalation solution, albuterol oral syrup, albuterol tablets, Proair HFA® metered dose inhaler,  Proventil HFA® metered dose inhaler, Ventolin HFA® metered dose inhaler,  Xopenex HFA® metered dose inhaler, Maxair Autoinhaler® metered dose inhaler, and terbutaline oral tablets be designated as the preferred agents for this class.

· The Committee recommended that Accuneb ® inhalation solution, Alupent ® metered dose inhaler, Foradil Aerolizer ® metered dose inhaler, metaproterenol inhalation solution, metaproterenol oral syrup, metaproterenol tablets, Serevent Diskus® dry powder inhaler,  Vospire ER® and Xopenex® inhalation solution be designated as non-preferred agents and require prior authorization.

Bone Resorption Suppression and Related Agents

· The Committee recommended that Fosamax®, Fosamax Plus D® and Miacalcin® nasal be designated as preferred agents.

· The Committee recommended that Actonel®, Actonel®w/calcium, Boniva® , Didronel®, Evista®, Fortical® and Forteo® subcutaneous be designated as non-preferred and require prior authorization.

Oral Cephalosporins and Related Antibiotics

· The Committee recommended that amoxicillin/clavulanate tablets and suspension, Cedax®, cefaclor, cefadroxil,  cefuroxime, cefprozil , Cefzil®, cephalexin,  Omnicef®,  Spectracef® , and Suprax ® be designated as preferred agents.

· The Committee recommended that Augmentin XR®, cefdinir, cefpodoxime, Panixine®, and Raniclor® be designated as non-preferred.

· Brand name drugs of preferred generics would still require prior authorization.

Cytokine and CAM Antagonists

· The Committee recommended that Enbrel®, Humira®, Kineret® and Raptiva®, be designated as preferred agents.

· The Committee recommended that Amevive®, Orencia® and Remicade® be designated as non-preferred and require prior-authorization.

Oral Fluroquinolones

· The Committee recommended that. Avelox®, ciprofloxacin tablets and Levaquin® be designated as preferred agents.

· The Committee recommended that ciprofloxacin ER, Cipro®, Factive®, Noroxin®, ofloxacin and  Proquin XR® be designated as non-preferred and require prior authorization.

Hepatitis B Agents

· The Committee recommended that prescriber choice be allowed within this drug class and that Epivir–HBV ®, Tyzeka®, Hepsera® and Baraclude® be designated as preferred agents. 

Incretin Hypoglycemics
· The Committee recommended that Byetta® and Symlin® be designated as preferred.

· The Committee recommended that Janumet® and Januvia ®be designated as non-preferred and require prior-authorization.

· The Committee recommended that current therapeutic criteria for Byetta® and Symlin® be retained. 

Inhaled Glucocorticoids

· The Committee recommended that AeroBid ®, AeroBid-M®, Asmanex ® Azmacort® and QVAR® be designated as preferred agents.

· The Committee recommended that Advair Diskus®, Advair HFA®, Flovent®, Flovent HFA®, Pulmicort Flexhaler®,  Pulmicort Respules®  and Symbicort® (not reviewed)  be designated non-preferred and require prior authorization.

· The Committee recommended that the current therapeutic criteria for Advair® and Pulmicort Respules® remain in effect.

Intranasal Rhinitis Agents

· The Committee recommended that Astelin®, Flonase®, ipratropium nasal spray, Nasacort AQ® and Nasonex® be designated as preferred agents for this class.

· The Committee recommended that    Beconase AQ®, flunisolide, fluticasone,  Nasarel® and Rhinocort Aqua® be designated as non-preferred agents and require prior authorization.

Insulins

· The Committee recommended that Humalog®,Humalog® mixture, Humulin®, Lantus®, Levemir®, Novolin®, Novolog®, and Novolog® mixture be designated as preferred agents.

· The Committee recommended that Apidra® and Exubera® be designated non-preferred and require prior-authorization.

Leukotriene Modifiers

· The Committee recommended that Singulair® be designated as the preferred agent. 

· The Committee recommended that Accolate® and Zyflo® be designated as non-preferred agents.

·  The Committee recommended that the current therapeutic prior authorization criteria be altered to include diagnosis criteria only.

Macrolides/Ketolides

· The Committee recommended that azithromycin generic, clarithromycin generic and erythromycin generic be designated as preferred agents.  

· The Committee recommended that Biaxin® XL, Ketek® and Zmax® be designated as non-preferred agents and require prior authorization.

· The Committee recommended that Ketek® be subject to prior authorization with strict adherence to the package insert. 

Non-Steroidal Anti-inflammatory agents
· The Committee recommended that diclofenac, etodolac , fenoprofen, flurbiprofen, ibuprofen,  indomethacin, ketorolac, naproxen, oxaprozin, piroxicam and sulindac, be designated as preferred agents.

· The Committee recommended that Arthrotec® , Celebrex®, ketoprofen, meclofenamate, mefenamic acid,  meloxicam,  Mobic®, nabumetone, Prevacid Naprapac and  tolmetin be designated as non-preferred and require prior authorization.  

· The Committee recommended that the therapeutic prior authorization rule currently in place for Celebrex ® remain.

· Brand name drugs of preferred generics would still require prior authorization.

Ophthalmics for Allegic Conjnctivitis

· The Committee recommended that Alaway®,  Acular® , Alrex® , cromolyn sodium,  Elestat®, Optivar® ,Patanol® , Pataday and Zaditor® OTC be designated as preferred agents.

· The Committee recommended that Alocril®,  Alamast®, Alomide®,   Emadine®,  and ketotifen be designated as non-preferred and require further prior authorization.

Ophthalmic Fluoroquinolone Antibiotics

· The Committee recommended that ciprofloxacin, ofloxacin, VigamoxTM and ZymarTM be designated as preferred agents.

· The Committee recommended that Ciloxan® ointment and Quixin® be designated non-preferred and require prior authorization. 

Ophthalmic Glaucoma Agents

· The Committee recommended that prescriber choice be allowed within this drug class and that Alphagan P®, Azopt®, betaxolol, Betimol®, Betoptic S®, brimonidine, carteolol, Cosopt ®, dipivefrin , Istalol® levobunolol, Lumigan®, metipranolol, pilocarpine, timolol, Travatan®, Travatan Z®, Trusopt® and Xalatan® be designated as preferred agents.

· No agents are recommended as non-preferred at this time.

· Brand name agents not listed as preferred agents would still require prior authorization.

Ophthalmics, NSAIDs
· The Committee recommended that Acular LS ® ophthalmic, Acular PF ® ophthalmic, flurbiprofen ophthalmic, Nevanac TM ophthalmic and Xibrom® ophthalmic be designated as preferred agents.

· The Committee recommended that diclofenac ophthalmic be designated as non-preferred and require prior authorization.

Platelet Aggregation Inhibitors

· The Committee recommended that Aggrenox®, dipyridamole and Plavix® be designated as preferred agents.

· The Committee recommended that ticlopidine be designated as a non-preferred agent and require prior-authorization.




	Pharmacy and Therapeutics Committee

Public Comment

June 15, 2007



Dr. William Terry
I am a child and adolescent psychiatrist, I am here to recommend that Strattera be allowed without prior authorization.  The reason for that is that although I am a child and adolescent psychiatrist, I work quite closely with primary care physicians and I think that they are in a very difficult position.  They prescribe a great majority of medications to improve Attention Deficit Disorder. They have problems looking at the fact that some of the parents that they work with also have Attention Deficit Disorder and very often have difficulty with compliance.  This is a condition that is not restricted to the school environment; it is a condition that is present 24 hours, seven days a week.  That is one of the advantages, I think of having that option of Strattera, because it does have a longer duration of action and in fact is present throughout the day, as far as its ability to help with attention difficulties.  The other issue is one of diversion and is certainly something that I look at on a regular basis.  How many of these medications of the stimulant class are being diverted?  What we know now are about 10%, so I think primary care physicians in situations where they are concerned about possible diversion, not necessarily of the young child, but of the parents diverting these medications.  They get put in a therapeutic dilemma. Am I going to prescribe these medications when I am fearful that a parent might divert, or that an adolescent might decide to go out and buy these for $10 to $20 a pill? I have had a number of adolescents that I have worked with, who have done that.  So what I am asking of the Pharmacy and Therapeutics Committee is to consider putting the Strattera compound on the preferred list.  It is on the preferred list for treating Attention Deficit Hyperactivity Disorder by the American Academy of Child and Adolescent Psychiatry.  I am hoping that the Therapeutics Committee will act positively to the responses.  Thank you

Carry Crill
Good morning, I am a family mental health nurse practitioner in Community Partnerships here in Boise. Trial of anti depressant to find the right medication that is right just for them.  The starting trial is a perfect example of that.  The first trial medication of only 30% of the trial hit remission and is often our goal.  The second piece to that is that the medications that the client can take, is the medication that works best.  In talking to my clients the reason that they tend to do best on Lexapro is that they tend to be more consistent on taking it because the side effects tend to be much fewer.  Studies have shown that there is much more tolerance as far as sedation; nausea; headache and several other common side effects that you tend to see with other serotonin stimulants.  Also I will ask that you will allow us to use the 30mg dose, at least in our severely depressed; anxious and obsessive clients.  I do believe that being aggressive with those clients tends to help them get better quicker and allows them to stay better.  Also in talking to the clinical pharmacist in the State School and Hospital, he has considered Lexapro 30mg to be the most effective treatment in autistic children and adults with severe depressive disorder.  This is a seldom studied disorder with very few medication options available at this time.  As for the treatment of ADHD, I believe that having all the options available in stimulant and non stimulant is important.  As Dr. Terry said diversion is a huge issue in both in adolescents and their parents in, my practice.  Also I have had parents refuse to treat their children because there is no non stimulant option available as first line.  This is a huge issue in my practice because these kids are at high risk of dropping out of school, drug and alcohol use, and legal problems in the future.  All of these are at a huge cost to our society.  Strattera allows 24 hour control and it also allows people to have that option of just being available for their kids 24 hours a day, whereas stimulants don’t.  With Invega, I just ask that you allow us to have that option because it is a once a day medication and that kind of gives compliance with that once a day effect.  I want to thank you for your time and allowing me to give you that option of increasing the wellness of my clients by adding more options to the treatment.

Dr. Grant Belnap
Good morning everyone, my name is Grant Belnap and I appreciate the opportunity to be here.  Carry Crill has just given half or so of my testimony and has done a better job of what I was going to say.  I am going to read from an e-mail and then entertain any questions.  I am a psychiatrist in private practice in a contract position to a number of mental health agencies in the valley and I am requesting that Lexapro/excitalopram remain on an unrestricted formulary.  As you are aware there are six (6) serotonin reuptake inhibitors available, for the treatment of depressive and anxiety disorders.  Lexapro is the only proprietary drug of that group.  However the other five (5) drugs with generic equivalents including Prozac; Paxil; Zoloft; Luvox and Celexa, while effective are not substitutes for Lexapro.  Each of the five (5) SSRIs have either a side effect profile or a known drug-drug interactions that are problematic.  Head-to-head studies of Lexapro against the other SSRIs, show that Lexapro is at least as effective, and in more cases more effective.  It always shows a higher retention rate because of limited side effects.  I would ask for a continuation of unrestricted formulary status and other also to support Carrie Crill’s argument that doses above 20mg be unrestricted as well.  If you have any questions, I would be happy to entertain them.

Committee Question: Do you have copies of those head-to-head studies, Lexapro against other SSRIs? Because, I am not aware of those.

Answer:  They can be arranged. Of course the manufacture of Lexapro has them.

Toni Sparks
Good morning, I am Toni Sparks and I am a Nurse Practitioner and I work in several different mental health agencies.  First of all I did try to get a hold of Ty Penington to do an extreme makeover in seven day while we all go on a nice vacation.  But since that is not going to happen, we really need look at our psychiatric formulary in general and not limiting our access to it.  These clients have long, chronic diseases that I wish a five (5) day antibiotic or a ten (10) day trial would fix them and make them better, but we always have to come up with better medicines, with fewer side effects, so that our folks stay compliant on them.  As a former six (6) year Health & Welfare employee, I understand your side of it. As a provider, I have my side of it. As an advocate for my patients and as a parent of a child with ADHD, we need to have access to those medicines.  We do not have any access to Strattera as a non stimulant for folks that are not stimulant candidates.  Lexapro, again to build on Dr. Belnap and Carry’s testimonies, we need that access. It has been a good medicine.  We have all these new generics coming out, which means each generic is a different kind of generic, with a different kind of response and a different kind of side effect and it is very difficult for people to take time off work with their children, take time off work for themselves, and lose school productivity when they are already struggling. to go through a number of trials to show failure, to get a prior authorization and get the medicines approved for them.  That road block is very difficult, not only for myself but for those patients especially.  As I look as we try to achieve our mission, see our intent, respect our values and get to our goal, we have some road blocks in the way and I just ask that you please consider removing those road blocks.  Also keep Invega as well.  Also Lexapro. Keep Strattera. We have no preferred non stimulant and let’s have a shot at Invega as well.  Thank you.
Bert Jones

Good morning, my name is Bert Jones with GlaxoSmithKline and I am here to talk to you this morning about genital herpes.  First the bad news, approximately 17% of the population is infected and 48% of African Americans are infected and you know active infection in late pregnancy can cause devastating illness.  Also infection in heterosexual and homosexual adults can triple the risk of acquiring HIV from infected persons.  As a result from this infection rate the CDC in 2006 guidelines has recommended daily treatment of 500mg of Valtrax as part of the strategy to reduce the risk of HSV2 transmission.  I would like to point out some differences to you between Valtrex and oral Acyclovir in the daily therapy to reduce transmission, Valtrex can be dosed once daily.  Oral Acyclovir is not approved.  In daily suppressive therapy, Valtrex can be dosed once daily whereas oral Acyclovir can be dosed twice a day.  An important difference here is the viral availability is three (3) to Five (5) times greater than oral acyclovir., That is an important difference because you are able to shut down viral shedding.  The other indication is daily suppressive therapy in HIV adults, Valtrex can be dosed twice daily and oral Acyclovir is not approved.  In episodic treatment, Valtrex is dosed six (6) doses for a full course of therapy whereas oral Acyclovir is dosed, believe it or not, 25 doses for a full-course therapy.  So the chances of getting a patient to comply with 25 doses is probably slim.  The last point I would like to make about Valtrex is that it is pregnancy category B.  Thank you for your time.
Dr. Michael Applebaum

Hello, I am Dr. Applebaum and I practice out of Nampa.  I would like to thank you for letting me speak.  I just want to let you know that I appreciate what you are trying to do.  I wanted to let you  know my opinion about one (1) medication that I am having some problems getting to Medicaid clients and that is Daytrana, a stimulant medication for ADHD patients.  I don’t even attempt to prescribe it for my Medicaid patients any more, but I have a lot of non Medicaid patients that I treat with it.  I think it is a medication that fills a nitch that we are not making use of. It is really unique and would be really beneficial.  The reasons are a couple of problems that we are not addressing. One is that we need a medication for ADD patients that is 12 hours in duration and we really don’t have that.  You went with Concerta and we had the promise of a medication that lasts that long and in some individuals it does, but in lots individuals it doesn’t.  There are a few others that gave us that promise and I think that we may in this other new one that you guys aren’t approving Vyvanse, but we will deal with that later.  At the moment, I am finding that Daytrana, in my practice is a medication that does truly last 12 hours and what we want kids to be able to do is, not only have their systems in control all day long, but when the come home and try to do their homework, they are under control too.  So we get this information that there is a medication that you can take once a day like Concerta and they are going to be ok and we find out that we have to give it to them twice a day, or much bigger doses and we end up spending a lot more money on this one medication that was supposed to be given once a day.  With a patch we are from my experience, from what I have read and talked to other colleagues having similar experiences with it to, when they can get it to them that would be a unique medication that would be worth having on the formulary.  We don’t have a different type of medication.  Another that we are trying to do for our clients in another capacity is serve an area that they have problems with.  A lot of these kids 6-12 years old, don’t swallow pills, don’t like pills and this medication is not a pill it is a patch and we can get around that problem by slapping a patch on them.  The thing about the patch actually has turned out to be kind of interesting, you would think that it would be something they wouldn’t want either, but it has turned out to be kind of a cool thing to the kids.  It is almost like they got a tattoo as far as the feedback I am getting.  You would think in gym class or something the other kids see a patch on their thigh or their back and they say what is that? That is kind of cool thing, rather than trying to explain it as something negative.  Kids don’t like to go to the school nurse in the middle of the day, That is another thing about taking medicine more than once a day.  Anyway, this is a kind of medication that is kind of filling the void in a couple of different ways.  If we can get it to these Medicaid patients that might be something to offer other than all of these other pills is what I am trying to get across.  Also on the opposite, it is a lower dose instead of a higher dose, because it’s not wasting half of the medicine by being metabolized by the liver.  Because it is on the skin and that is where it is getting delivered directly into the system.  
Dr. David Hadcock   
Good morning my name is Dr. David Hadcock and I am an OB/GYN from Twin Falls.  My particular interest in this compound really comes from my interest in addiction medicine. I hope to be boarded next year in addiction medicine in addition to an OB/GYN.  I also work for the IDOC at the prisons and one of the things that we see is just an outrageous drug problem we have in the country.  So my perspective today comes from addiction medicine.  All we have to treat ADHD to date is Schedule 2 medications and the cost of monitoring those medications and the patient, physician relationships on a monthly basis just to refill meds has become quite standard with any Class 2 medications.  Strattera, being non-scheduled requires less of those visits. This is also going to reduce state monitoring in regards to Boards of Pharmacy and especially when the non-medical use of prescription medication still outweighs the illicit drug use in this country and that is really scary for a prescribing physician.  In the early studies of Strattera, when they were trying to determine that this med could be used, the final thing that determined that the drug was going to be non-scheduled was that they took it to drug addicts and gave it to them and they didn’t want it.  I think that is a real advantage having this first line, especially treating in the stimulant use, the Meth, the Cocaines any type of the stimulant drugs.  If we put them on Ritalin or if we put them on any of the other medications, it seems like we are just taking them off of one (1) drug and putting them on their drug of choice legally.  We have to use those meds as first line. When we try to back them off to Strattera, they do not want to take it because they do not get that buzz, as they refer to it.  So, I would like to see this medication go on not only for the perspective of Peds, but also for the perspective of addiction medicine.  Thanks.
Kathy Garrett
Thank you for the opportunity to testify today. My name is Kathy Garrett and I am a former Legislator.  In 2002, when the preferred formulary and the P&T Committee were proposed, the Legislature was very interested and very involved.  Speaker Newcombe and Pro Tem Goeddes appointed me and Senator Grant to chair a committee to work with Medicaid in its development.  A primary concern for the Legislature was that we did not create within Medicaid a health care system that was inferior or second class just because someone had little or no money.  We spent a lot of time discussing the language of the rule and the process, so that the efficacy of the drug was more important than the cost.  Another concern discussed at length by the Legislator was the role of the individual physician.  We did not want prior approval to be too cumbersome and we certainly did not want Idaho physicians to treat for failure.  We had a lot of discussion about the make up of the Committee and it was agreed to have a psychiatrist always on the panel because we believe that mental health is essential to overall health.  I am delighted to see we have a new member.  I’ve had conversations with Medicaid about how valuable it is to hear from our own physicians and to listen to their testimony and I thank you for taking their testimony first. I think that that is a major positive step.  Finally, the Legislature was very concerned about open access to mental health medication and we fought to get that included, including a letter from the Director of Health & Welfare to the Governor on those issues.  Over the past five (5) years the Legislature has taken an active roll, learning, understanding and attempting to improve Idaho’s mental health system.  The state is the major provider and payer of services in our prisons and jails, in our Medicaid system and in our regional mental health system.  The Legislature recognizes the important role that medication plays in the recovery of mental illness and maintaining good mental health.  We know that individuals have unique responses to mental health medication and need more, not fewer, choices.  Even our federal partners understood this when they created Medicare Part D programs and they insisted that plans include all or substantially all anticonsultants; and atypical antipsychotics and antidepressants.  In my discussions with my former colleagues, I do not believe that they have changed their opinions or priorities.  In fact in 2006, we recognized the important role  good mental treatment plays in overall health, by passing Mental Health Parity for state employees.  I encourage you to listen and learn from our physicians and give them and their patients access to the medications they need and that are best for them.  Thank you for your work on this important committee.
Casey Zollinger
Good morning, my name is Casey Zollinger and I work for Merck.  I am here to discuss Emend, an oral antiemetic for preventative chemotherapy induced nausea and vomiting.  Basically, with the Emend, it is an MK1 receptor  antagonist and not a 5HT3 antagonist.  It is an oral antiemetic obviously to be used with the 5HT3 class of antiemetic along with a corticosteroid in preventing chemotherapy induced nausea and vomiting, both in the highly emetogenic chemotherapy patient as well as the moderate emetogenic chemotherapy patient.   Just a reminder to the Committee that  Emend is the only oral antiemetic that has an indication for delayed nausea and vomiting, in the highly emetogenic chemo patients, whereas the 5HT3 pre blockers do not have that indication.  I also wanted to bring the Committee up to date on the national guidelines associated with antiemetic therapy, one being the ASCO guidelines (The American Society of Clinical Oncology).  In 2006, they updated their antiemetic guidelines to include the MK1 receptor antagonist class and Emend as first line therapy with the 5HT3 blockers and steroids in high emetogenic chemotherapy patients.  They also differentiated Anthrocycline and Cylcophosphomide based therapy patients, which is typically the breast cancer patients that get this type of a regimen.  Also included in that as a first line therapy with the 5HT3 blockers in those breast cancer patients with those chemotherapy regimens.  Also the Multi National Association for Supported Care in Cancer, another national guideline has the MK1 receptor class recommended as first line therapy in highly emetogenic chemotherapy patients as well as moderate emetogenic chemotherapy patients.  The National Comprehensive Cancer Network or NCCN guideline, the exact same recommendations.  So all the national guidelines now are bringing into fold the MK1 receptor antagonist class as first line prevention of chemo therapy induced nausea and vomiting.  In closing, just reminding about the safety profile of Emend. It is metabolized through the liver, through the cytochrome P pathways so there is obvious precautions of multiple drugs that go through that pathway.  It is obviously stated in your oral antiemetic review and we are a pregnancy category B product.  Thank you very much.
Brian Morrow
I appreciate being here, my name is Brian Morrow.  I am the representative of Sarofi-Aventis talking about a drug called Penlac which is indicated for mild to moderate onychomycosis, which is a nail fungus.  This drug is the only FDA approved topical to treat this mild to moderate condition of onychomycosis.  One of the problems is that at this stage of the ballgame, most private insurance companies see this as a cosmetic condition and one of the problems with this is it does not go away all by itself and can progress and lead to more serious complications.  There are a couple of highlights that I would like to talk about and mostly about the safety profiles.  There is no safety profiles that there is not blood or liver function test for monitoring required with this drug.  There is no liver damage that has ever been reported with this drug.  There is no drug interactions that have ever been reported with Penlac use and there is no serious treatment related adverse events that have occurred during pivotal clinical trials.  A few different patient types that can drastically benefit from this drug are those who have diabetes and also those who are a polypharmic patient, those taking several medications, because of the interaction potential.  Elderly and even pediatric patients 12 years of age and older, who may require or prefer localized non-systemic treatment are also candidates for this drug in this stage of quality.  There is also a patient type who just want or need to avoid systemic treatment all together.  We probably need to represent how effective this drug is for the diabetic patients, because with diabetic patients their onychomycosis is prevalent in this patient type.  They are three (3) times more likely to get onychomycosis than non-diabetic patients.  Patients with diabetes and unequal mycosis have an increased risk of secondary foot infection and unequal mycosis is associated with a two to four fold increase in diabetic foot infections.  It is very inexpensive in comparison to treat at this stage of the ballgame or if not, if no treatment is afforded or optioned, then it can progress and it can be paid for later in other costly ways.  It is easier to treat when it is detected early, than to let it go and progress.  I can understand that a mild case of onychomycosis is really not painful, it doesn’t look that bad and is seen as a more cosmetic issue but if it does progress and it usually does it is just going to be a higher cost later.  It is our goal to have this drug considered because there is not an option right now.  Are there any questions that I can answer on Penlac?  Thank you very much.

Chris Johnson
Thanks for listening to my comments here; I am saying that in advance because you may not remember me after I am done.  I am a clinical pharmacist, I have worked as a resident in family medicine.  I did a two (2) year fellowship in infectious disease in Richmond, VA.  I worked in geriatric pharmacy, assisted living pharmacy and now I am currently working in retail pharmacy.  I am not speaking on behalf of any drug companies or anything.  I am not prescribing any medications either.  What I am discussing here is my concerns of the oral fluroquinolones choice the P&T Committee has recommended this last year.  I have sent letters before concerning some issues and concerns that I have and now in the retail environment I have seen some of these issues.  I do not have studies to back them up because I am on the front line.  What I do see is what patients come and talk to me about while they are on these medications.  Specifically Avelox, I have with concerns of adverse reactions and continuation of care.  Most pharmacists are not going to be coming up here and discuss this, but since I have a different mentality and have been trained differently than in retail, I feel obligated to talk to you about this.  First of all Avolox, since it is metabolized in the liver, adverse reactions do occur even though the oral fluroquinolones review doesn’t state these things because it is based upon what studies have been done.  My studies are all seen on the front lines, just to be blunt with you.  Adverse reactions, a lot of Medicaid patients here have mental health issues and when they are on Avelox and taking other drugs, anti-psychotics, etc., I have seen continued discussions and consultations about increased  somnolence,, jitteriness, etc.  I do not know what that means, but I have seen it in the community a lot.  The use of Avelox as a preferred fluroquinolone two, as far as adverse reactions I know Coumadin, warfrin as an anti-coagulant, I know should not be an issue it has been stated many times, it is different where I have seen it INRs have increased, patients have dropped doses of their Coumadin because they have been on Avelox.  This should be considered again, and hopefully the P&T Committee will consider this.  Lastly is the continuation of care.  I understand most hospitals here have Levaquin as their drug of choice.  Subsequently that is prescribed when they leave the hospital and come to the retail environment.  Additionally with this issue is that we have to call a physician to get this changed.  More often than not, this does not happen.  We call and we call and we do not get a response and it usually takes 24-48 hours before we do get this response.  Continuation of care is hindered right now with Avelox as the oral fluroquinolones of choice.  That is all I have to say right now.  As far the oral fluroquinolones of choice, please P&T Committee, reconsider that as your main antibiotic.  Antibiotics are really tough in regard to cost etc, resistance rates, Moxifloxicin has been studied for use in tuberculosis, which is very helpful and I would just like to keep that.  It would be nice to keep that around instead of the cause of resistance issues.  Thank you for your time.

Ester Liu
 Good morning and thank you for the opportunity to speak today.  My name is Ester Liu and I am an outcomes liaison representing the medical division of Eli Lilly and Company.  I am providing comments to the Committee supporting the availability of Strattera, (generic name atomoxitine) for patients in Idaho.  ADHD is highly co- morbid with other DSM4 disorders.  Comorbid anxiety disorders are present in up to 34% of children and 47% of adults.  Co morbid mood disorders are present in 38% of adults, substance abuse problems effect 15% of adults and 4.4% have drug dependence.  Comorbid tic disorders are present in up to 10% of children and adolescents with ADHD.  These co morbidities can impact treatment selection as well as treatment outcomes.  The 2007 ACAP practice parameter for the assessment of children and adolescents with ADHD, states that while stimulants are considered first-line therapy where no comorbidities are present, atomoxitine may be considered as the first medication for ADHD and persons with an active substance abuse problem, co morbid anxiety or tics.  Atomoxitine clinical utility is reflected in the use patterns studied.  Adult patients are more likely to have received atomoxitine than a stimulant if they have a prior diagnosis of bipolar disorder, anxiety, alcohol dependence or have previous anti-depressant use.  Children are more likely to have received atomoxitine than a long-acting stimulant if they have prior diagnosis of anxiety disorder, alcohol dependence or tics.  The problem of stimulant diversion represents the need for treatment alternatives also.  While stimulants have been shown to decrease the risk of substance abuse problems in the ADHD population, the diversion of stimulants and their subsequent abuse by individuals without ADHD is a growing problem in the US.  Seven point three million people age 12 years of age or older report misusing ADHD stimulants in their lifetime.  From 1993 to 2005, the rate of student abuse of prescription stimulants rose 93%.  Between 2004 and 2005 emergency room visits associated with non-medical use of methylphenidate rose by 1,085.  In undergraduate college students the ratio of medically tested use of stimulant ADHD medication, by young adults was 2.5 to 1.  Due to the time limit today, full prescribing and safety information is available in the Strattera package insert that can be provided at you request.  Thank you for your time
Elson Kim
Good morning, my name is Elson Kim.   I am a Doctor of Pharmacy representing Forest Labs, makers of Lexapro (escitalopram), Lexapro is indicated for major depressive disorder and one of the two (2) SSRIs indicated for generalized anxiety disorder.  In a head-to-head trial comparing escitalopram to paroxitine, both drugs looked at having comparable efficacy in treating GAD, but did not look at baseline severity.  Escitalopram had fewer side effects and fewer withdraws, perhaps indicating better tolerability.  In 2005 Moore published an eight (8) week head-to-head trial with citaloproam to escitalopram with severe patients and significantly more patients with escitalopram responded and remitted to depression compared to citalopram.  For every seven (7) patients treated with escitalopram, we had one (1) more responder.  For every nine (9) patients treated with escitalopram we had one (1) more remitter.  The randomized double-blind controlled study confirms that escitalopram had superior effects compared to citalopram in major depressive disorder.  Also in a cost utilization study a reduction of total cost of 22% was noted in favor of escitalopram.  One more point, withdrawal rates at 1% for escitalopram, 3% for citalopram, for the tolerability once again this was head-to-head.  In September of 2006, Lamb & Anderson published a meta-analysis on three (3) different papers and what they found was that with any of 1,200 patients there was significant difference between escitalopram and placebo, and escitalopram and citalopram.  The efficacy of escitalopram over citalopram and placebo became greater the more severly depressed the patients were from baseline.  A similar pattern was seen in clinician’s global impression of severity, clinician’s global impression of improvement.  The results show that escitalopram had better clinical response rates and the largest response rates for citalopram was not better that placebo as it approached moderately severe patients.  Lastly, in September of 2006, Montgomery and Anderson looked at a review of escitalopram to the effects in head-to-head trial and in those trials the treatment difference of escitalopram over Effexor XR, increased the increasing base line severity in the major depressive disorder, matching the similar trend already seen in a lab study.  Severe patients on escitalopram had greater improvement in mean modules total scores of end point with higher remission rates, higher number of depression free days and acute Effexor XR and a relative benefit ratio over venlafaxine of 6.  Patients were more likely to benefit treatment with escitalopram.  Less patients withdrew and there were more adverse events and there is also a safety issue.  When we look at the mean increase in blood pressure, it was about 3-4 mm increase to the venlafaxine.  But when we looked at the total population there was 17.5% of that population with an increase of systemic blood pressure of 15mm of mercury or greater.  Combined increasing heart rate, greater than 15 beats per minute and a high increase in systolic pressure greater than 15mm of mercury, about 14% of the total population.  
Adam Sosa
I will be representing two (2) categories today for Ortho, McNeal, Janssen so I’ll try to be respectful of your time and my colleagues time as well, I will keep this short and simple.  We are going to talk a little bit on behalf of Levaquin, in asking that you reinstate the product into your formulary.  The product Levaquin has been around since 1996 in the US and has treated over 430 million lives worldwide.  Its unique property for anti-microbial spectrum of activity includes gram positive, gram negative and  atypical pathogen coverage.  More recently, Levaquin obtained a 750mg for five (5) day course of therapy with the treatment of community acquired pneumonia and acute bacterial sinusitis.  This is consistent with the World Health Organization’s recommendation for high dose, short course therapy.  Also published in March of 2007, consistent with evidence based medicine IDSA and ATS guidelines came out and specifically noted that Levaquin 750mg dose for the treatment of CAP.  In terms of its safety profile, this has been proven and validated through  the CPRE study, which is a cardiac study with high risk elderly population.  In contrast, the comparative Avelox, had an increase seen in the QTc change that was statistically significant.  In terms of susceptibility, to clarify and to make this point clear, also in the public domain through the CDC website and through the largest surveillance study known as TRUST 10, Levaquin consistently retains its susceptibility to respiratory Strep pneumo-isolates and that covers at about 99.4% susceptibility.  Specific to this state’s resistance, last year there was a 0% resistance for Strep Pneumo.  Finally, I can understand the Committee’s concern that putting Levaquin back on the formulary it may erode generic ciprofloxacins utilization, however I would point to the state of Texas and the state of Florida Medicaid, who reinstated Levaquin and saw very minimal cannibalization of the generic product, even two (2) years after reinstating Levaquin.  So based on Levaquin’s broad range of indications, spectrum of activity, high-dose short-course therapy option and inclusion of national guidelines, I respectfully ask for your reconsideration and reinstatement of Levaquin as a preferred product.

Committee question:  Do you have the data on the Avelox resistance in Idaho for Strep Pneumo?

Answer:  No, there is no data
The other product, just briefly I wanted to talk about Concerta.  Had some prescribers here in Idaho about it, the main point with Concerta is its unique oros release system.  A true 24 hour release capsule, so a single dosing would be constant with the daily average consumption or the Daytime day that it does show a 1.05 tablet per day dose.  The main points with Concerta are its safety and relative low abuse potential because of the unique oro system.  The studies that have been done through the Drug Abuse Awareness Network from January 2003 to July 2006 compare MPH formulation that proves oros have the lowest frequency of abuse reports vs. non-methylphenidate stimulants, which had the highest frequency of abuse.   Concerta is proven to be effective in the treatment of ADHD with favorable tolerability profile.  It has demonstrated a greater adherence and persistence rate with fewer ER and hospital visits and fewer accidents and injury rates compared to IR methylphenidate.  It is that compromised resistance formulation that discourages abuse.
Adam Shprecker
My name is Adam Shprecker and I am a clinical pharmacist working with Schering-Plough.  I am here to talk about Avelox (moxifloxacin).  You are already quite familiar with the many approved indications for moxifloxacin and its use in over 66 million patients worldwide.  It has shown its efficacy and safety as well. In addition to the indications that you are already aware of, it also has a new indication that distinguishes it from the class.  It is the only fluroquinolone approved as a monotherapy approved for the treatment of complicated intra-abdominal infections.  I just wanted to cover some of the issues brought up today and also to cover a particular trial of pneumonia. and also about fluroquinolones in the community acquired pneumonia guidelines.  The Avelox or moxifloxacin is metabolized by a glucuronic formation and sulfate conjugation and so not is a substrateof the Cytochrome P- 450 enzyme system, nor is it an inhibitor.  All fluroquinolone antibiotics can cause CNS agitation and all antibiotics can affect Coumadin and this is through an effect on bacteria in the GI tract that produces Vitamin K.  The CPRE trial or the Community Acquired Pneumonia Recovery in the Elderly trial, is the only direct head-to-head comparison between Avelox moxifloxacin and levafloxacin. This was in elderly patients, average age was 77 years of age, with community acquired pneumonia and multiple co-morbidities, so a real life scenario here.  There were no statistical difference in the two (2) products in terms of QTc changes.  In terms of cardiac events, no statistical difference.  However, cardiac events occur in 1% of Avelox subjects and 3.5% of Levaquin subjects.  Clinical recovery was deemed equivalent between the two (2) sides of the trial, however resolution of symptoms early in therapy at days 3-5, after start up treatment was significantly in favor of Avelox, at 97.9% for Avelox vs. 90% for Levaquin.  As far as other adverse events in the trial although there is no statistical difference, illustrating recurring infection occurred in 0 .5% of moxifloxacin subjects and 3% of Levaquin subjects.  There are two (2) publications that came from this trial: one (1) from Inzwana & Colleagues, focusing on faster clinical recovery in moxifloxacin subject and the other publication was from Morgan, Roth & Colleagues--this one focusing on the equivalent cardiac safety profile between the two (2) products.  In March of 2007, the Infectious Disease Society of America and the American Thoracic Society came together and produced the first consensus guidelines for community acquired pneumonia.  The specific aim of these guidelines is decreasing mortality and improving patient care and preserving antibiotic susceptibilities.  There were few portions of these guidelines that were significant in terms of the fluroquinolone class.  Duration of treatment should be for a minimum of five (5) days, regardless of which drug or combination is used and “although increasing the doses of certain agents may lead to adequate outcomes in the majority of cases, switching to more potent agents may lead to stabilization of even an over all decrease in resistance rates.  The more active agents such as Avelox or Factive are given preference here, “Data exists suggesting the resistance to macolides or older fluroquinolones, such as Ciprofloxacin and Levofloxacin, results in clinical failure in drug resistant pneumonia.  To date, no failures have been reported for newer fluroquinolones such as Avelox or Factive.  I just want to point out that Avelox is not approved for UTI or pseudomonus infections and when fluroquinolones are indicated for such infection, generic Ciprofloxacin is available as most activated for pseudomonas and common UTI pathogens.  Thank you,

Fred Amberger
Good morning, I am Fred Amberger and I am a Scientific Director with Novartis Pharmaceuticals.  I would like to speak to you about two (2) different products Famvir and FocalinXR.  Going with the Famvir, I am going to limit my comments to pre-differentiating factors for Famvir.  The first is the relative to post  herpetic neuralgia., Famvir is the only antiviral that has been proven to shorten the duration of post herpetic neuralgia.  In the studies that were done of the patients over 50 years of age, the meeting time of resolution is 63 days with Famvir vs. 163 days with placebo.  The second point is that relative to the episodic treatment of reoccurring genital herpes, Famvir has a single dose therapy that is available.  In the study that was done, adult immune compromised patients were randomized to receive single day treatments of either famciclovir at a dosage of 1000mg in two (2) doses in a day vs placebo.  The dosage was given as two (2), 500mg tablet; patients were instructed to begin therapy with six (6) hours of the onset of prodromal symptoms and or genital herpes lesions.  Famciclovir single day doses resulted in a significant reduction the median time for healing of not aborted lesions and all lesions.  There was a significantly larger proportion of patients with aborted lesions in the famciclovir than in the placebo group.  Furthermore, patients in the famciclovir reported a significant reduction in time to resolution of all symptoms, including itching, pain, burning, tingling and tenderness compared to placebo.  Famvir also has single day dosing labeling for episodic cold sores.  In the study that was done, doses of either 1500mg given as a single dose, or 750mg in two (2) doses were given and also compared to placebo patients were instructed to begin therapy with one (1) hour of the onset of prodromal symptoms, but prior to the appearance of herpes lesions.  Famciclovir at both dosages significantly reduced the time to healing primary lesions vs. placebo, with median times of 4.4 and 4.0 days vs. 6.3 days respectively.  Furthermore, a significant reduction of time to heal the wall lesions was also demonstrated by both of the famciclovir dosing regiments.  The author concluded that both dosing regiments were well tolerated and safe compared to placebo.  

Relative to Focalin XR, Focalin XR is the dexmethylphenidate isomer.  There are four (4) different isomers in methylphenidate and this is the one (1) that is active.  It provides efficacy in a lower dose than the racemic mixture of methylphenidate.  Focalin XR is an extend release capsule. It is a once daily long acting preparation that uses service technology which is code spears inside the capsule.  Focalin XR provides a rapid onset, less than an hour and it also provided activity as long as 12 hours, also it is indicated for children, adults and adolescents.  It can be given in the morning when children head out to school, knowing that the drug will become effective by the time they get to school, or shortly thereafter.  Thank you.
Lynn Whiting
Thank you for this opportunity to be here today.  My name is Lynn Whiting, I am from the Idaho Federation of Families for Children’s Mental Health.  We are a statewide family-run organization that provides support, information and training for families with youth that have mental health needs.  I am also a mom to a 25 year-old son, who was diagnosed at a young age with bipolar disorder, post traumatic stress disorder, ADHD and a stream of other letters to put behind his name.  Our children are unique and have unique treatment needs, when the most appropriate treatment is not readily available, behaviors related to our children’s ability to learn.  At home our focus is on our son and his problems. We neglect other family members, our frustration level is extremely high and our family life is chaotic, at best.  When our children cannot receive the appropriate treatment, their behaviors can result in legal problems.  My own son spent most of his youth from age 12 until adulthood in detention because of his behaviors.  He is now in prison because of his behaviors and is facing decades in prison.  Our physicians need to have all of the necessary tools available to help children and families right from the beginning, so that our youth can be more successful at school, at home and in our communities.  Thank you.

Gregg Bakke
Good morning, my name is Gregg Bakke and I am here from Alcon Laboratories.  First of all I want to thank the DUR Board and staff for shedding some light on ophthalmic antibiotics.  I also would like to thank you all for providing me the opportunity to give some additional information on antibiotics and specifically the ophthalmic fluroquinolone category.  Ophthalmic fluroquinolones are used primarily in three (3) typical categorie.  First is surgical prophylaxis, physicians use antibiotics pre and post op for cataract surgery to prevent serious infections like endalcomitis.  As mentioned in the Provider Synergies ophthalmic fluroquinolone review, fluroquinolones are selected exclusively for this use.  Particularly because the achieve high levels of concentrations of high potency vs. staph, strep and other gram positive organisms and they can be dosed aggressively without toxicity issues that can be associated with other products like aminoglycosides.  Second is treatment of sight-threatening infections, such as bacterial kerititis and corneal ulcers.  For many of the same reasons as surgical prophylaxis including potency vs. gram positives and penetration of ocular tissues.  Third is treatment of superficial infections like bacterial conjunctivitis.  Fluroquinolones are used here because they eradicate the infection quickly and completely, which can A: allow a child to return to school with in 24 hours, B: allow parents to return to work more quickly, and C: minimize the risk of progression of the infection to a corneal ulcer, which of course can cause significant visual impairment.  One of the main concerns with antibiotics of any kind is the development of resistance; however, while physicians prescribing systemic antibiotics are often asked to reserve “the big gun” for only when they need it, the parading is different with ophthalmics.  This is true because systemics must pass through the entire system first, whereas ophthalmic are dosed directly to the infection center.  Fourth generation fluroquinolones have a C8 mythoxy chain, which enhances anti microbial activity.  The Provider Synergies ophthalmic fluroquinolone review notes that this also helps restrict the selection of resistant mutants and pathogens.  One of the fourth generation fluroquinolones, Vigamox, has another unique antiresistance characteristic.  It has a C7 bulky side chain, which shuts down the bacterial acid reflux pump.  The pump’s primary role is to flush out antibiotic, but the bulky side chain in Vigamox disrupts that activity.  Because of this, more Vigamox stays with in the bacterial cell to exacerbate a faster kill.  Additionally Vigamox is moxifloxacin 0.5% while others concentrations are limited to 0.3%.  This allows for Vigamox to maintain a much higher killing concentrations with difference of up to 3-5 thousands times the MIC and an even lower chance for development of resistance.  All of that together means that fortunately, resistance is not an issue with ophthalmics.  Another concern that has been raised with newer drugs like these can be cost.  Cost in this case should not be an issue as the ophthalmic antibiotic category is very small and is supported with significant supplemental rebates.  Remember the cost information presented earlier did not reflect the net-net cost to Idaho Medicaid.  Vigamox is one of many ophthalmic antibiotics to be approved for bacterial conjunctivitis, but is the only approved to be dosed TID.  It is not the only choice, but is an excellent one due to its convenient dosing, its comfort due to a PH of 6.8 and its broad spectrum of coverage.  This is especially helpful in rural areas where patients may not have easy access to a specialist should they develop an infection that progresses into a more serious ulcer or other site threatening infection.  It is preferred on the Idaho PDL, as well as 29 out of the 35 other state’s PDLs.  Please consider keeping Vigamox as an option going forward.  Thank you very much.
Sue Hieneman
Hi, Good morning.  I am Sue Hieneman, I am a pharmacist living here in Boise, employed by Pfizer as a Complex Patient Manager.  You guys are on the home stretch of public testimony and I thank you for the opportunity to speak.  Voriconazole is oral Vfend. I am not going to spend a lot of time on it.  This is not an agent that is being highly utilized or abused within the system.  Looking at your own CMS data of the first quarter of 2006, 1,100  prescriptions for fluconazole or for voriconazole, meaning fluconazole is being used where it should.  There isn’t a lot of invasive aspergillosis in this state, or in resistant Candida, but when there is voriconazole is the only oral and IV agent that does have that first line indication for the aspergillosis in resistant Candida infections.  So I just respectfully request that you retain voriconazole as a preferred agent.  Thank you for your time.
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